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DETAILED ACTION 

All previous rejections in office action filed 11/14/2006 have been withdrawn in 
view of applicant's arguments mailed 1 1/24/2006. 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the second paragraph of 35 U.S. C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 3, 6, 9, and 12 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 3, 6, 9, and 12 all disclose the diameter of the metal strands. However, it 
is the examiner's position that this claim limitation is indefinite since the applicant fails to 
disclose whether the diameter refers to the expanded or constrained configuration. 

3. Claim 13 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 13 recites wherein "the means for securing the braided metal strands at 
the proximal and distal end of the outer metal fabric is independent of the means for 
securing the braided metal strands at the proximal and distal ends of the inner metal 
fabric." However, claim 1, from which claim 13 is dependent, states that the securing 
means secures the "inner and outer metal fabrics together ." Therefore, it is the 
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examiner's position it is unclear how the securing means in claim 13 can be 
independent of the either the inner or outer metal fabric when the securing means is 
used to fasten the two together. 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Evans (US 
2001/0031981 A1). 

Evans discloses a device (19) with means for occluding an abnormal opening in 
a blood vessel (Figure 2, [0020]). Device 19 comprises inner and outer baskets (18 and 
20 respectively) comprised of helical struts (30) ([0022], [0060], [0062]). As shown in 
Figures 3A and 2, baskets 18 and 20 comprise struts 30 in a braided configuration. 
Furthermore, the baskets are formed of a metal, specifically Nitinol, which clearly 
overlaps the instant claims ([0074]). Inner and outer baskets 18 and 20 are secured at 
proximal and distal ends with securing means (24 and 26) ([0062]). Additionally, the 
baskets expand in a radial orientation from a preset configuration ([0020], [0063]). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

« 

7. Claims 2, 3, 6, 7, and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Evans (US 2001/0031981 A1). 

With regard to claim 2, Evans discloses the pitch of the struts of inner and outer 
baskets oriented with a local pitch ([0024]). Therefore, since Evans does not define the 
struts on each separate basket as comprising different pitches and that each comprises 
a local pitch, it would have been obvious to one of ordinary skill at the time of the 
invention for the pitches of the inner and outer baskets to be generally equal. 

With regard to claims 3 and 6, Evans discloses the radial thickness (equivalent 
to diameter) of the struts from 0.001 to 0.050 inches ([0074]). Therefore, since each 
strut on the baskets can vary, it would have been obvious to one of ordinary skill at the 
time of the invention for the struts on the outer basket to be greater in diameter than the 
struts on the inner basket. Therefore, it would have been obvious for the outer basket 
to vary from 0.003 to 0.008 inches and the inner basket to vary from 0.001 to 0.002 
inches, since both ranges fall within the vales disclosed by Evans. 
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With regard to claim 7, Evans discloses an additional covering comprising a 
braided metallic material ([0069]; Figure 3Ba and 3C). Although Evans teaches that the 
coverings typically do not cover the over entire baskets 18 and 20, it would have been 
obvious to one of ordinary skill at the time of the invention for the coverings to be extend 
from the proximal to distal ends of both baskets 18 and 20 ([0069]). Therefore, the 
outer covering overlaps the instantly claimed outer metal fabric, outer basket 18 
overlaps the instantly claimed inner metal fabric, and inner basket 20 overlaps the 
instantly claimed third metal fabric. 

With regard to claim 15, Figures 5, 6, and 18B disclose alternative basket 
structures ([0070], [0088]). Therefore, it would have been obvious to one of ordinary 
skill at the time of the invention for either the inner or outer basket to comprise an 
alternative basket structure. The inner and outer basket would then comprise different 
geometrical shapes in an expanded configuration. 

8. Claims 1 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gray (US 2003/0074019 A1). 

With regard to claim 1, Gray discloses a filter (52) comprising an outer braided 
fabric (54) and inner braided fabric (56) ([0037], Figures 4 and 5). The proximal and 
distal ends of the braided baskets are secured to the shaft (38) ([0038], [0039]). In 
another embodiment the filter braid comprises a metallic material ([0040]). Although 
Gray does not specifically disclose wherein the embodiment comprising fabric layers 
(54 and 56) is metallic, since Gray discloses in anther embodiment a braided filter 



Application/Control Number: 10/804,993 Page 6 

Art Unit: 3731 

comprising a metallic material it would have been obvious to one of ordinary skill at the 
time of the invention for the first embodiment to also comprise metal. 

Furthermore, Gray teaches that the filter is collapsible between a constrained 
and expanded configuration. The filter device of Gray is intrinsically capable of 
occluding an abnormal opening in a blood vessel. 

With regard to claim 3, as shown in Figure 4, the outer braided fabric (56) 
intrinsically comprises a larger diameter than inner braided fabric (54) since it overlaps a 
larger surface area. 

9. Claims 4 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gray (US 2003/0074019 A1) in view of Beck (US 2003/0199819 A1), and Mazzocchi 
(US 6,168,622 B1). 

Gray discloses a filter device comprising two layers of braided metallic layers. 
However, Gray does not explicitly disclose the number of strands comprising each 
braided layer. 

Beck teaches that filters are also utilized as occlusion devices (claim 4, page 3). 
Therefore, it would have been obvious to one of ordinary skill at the time of the invention 
for the filter of Gray to be used as an occlusion device. 

Mazzocchi discloses an occlusion device comprising a metallic braided fabric 
(column 4, lines 30-45). The braided layer comprises about 72 strands, as is suitable 
for occluding an aneurysm (column 4, lines 57-64). Therefore, Mazzocchi clearly 
overlaps the instantly claimed 72 metal strands so that it would have been obvious for at 
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least one layer of the device of Gray to also comprise 72 strands for use in occluding an 
aneurysm. 

Additionally, Mazzocchi teaches that increasing the number of strands to 144 
allows the device to function better and more efficiently as an occlusion device (column 
14, line 57 through column 15, line 5). Therefore, it would have been obvious for at 
least one layer of the device of Gray to also comprise 144 strands for use in occluding 
an aneurysm. Since Gray is silent regarding the number of strands in each layer of 
fabric and Mazzocchi teaches the advantages of using layers of 72 and 144 strands, it 
would have been obvious to one of ordinary skill at the time of the invention for the 
device Gray to comprise an outer layer of 72 strands and an inner layer of 144 strands. 

Allowable Subject Matter 

10. Claims 8, 10, 11, and 14 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

1 1 . The following is a statement of reasons for the indication of allowable subject 
matter: 

Evans, as show in Figure 4, discloses each basket comprising about 4 struts. 
Therefore, it would not have been obvious for the inner basket to comprise 144 struts 
and the outer basket to comprise 72 struts. 
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Gray discloses a filter comprising two layers of braided fabric but does not 
provide any motivation for having additional layers or braided fabric. 

Burnside (US 2006/0266474 A1) discloses a three layer occlusion device 
comprised of a graft disposed on the inside and outside of a stent. Although both layers 
are braided, the graft does not comprise a metallic material. 

Phelps (US 5,522,822) discloses a vasocclusion device comprised of two layers 
wherein the outer layer is a braided layer. However, the outer layer is not metallic and 
the inner layer is disclosed as a coil and not as braided. 

Kotula (US 5,846,261) discloses a device to occlude an abnormal opening in a 
blood vessel. The device, as shown in Figure 24, comprises two layers of braided 
metallic fabric. However, the securing means (152) does not secure the proximal and 
distal ends of each fabric. 

Mazzocchi (US 6,168,622 B1) discloses an aneurysm occlusion device 
comprised of a braided metallic fabric. The fabric utilizes 144 strands in the braid, but 
fails to disclose two or more layers of fabric. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy T. Lang whose telephone number is 571-272-9057. 
The examiner can normally be reached on M-F 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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